ACTIVATION AND SEDATION IN FLUOXETINE
CLINICAL TRIALS

. Fluoxetine may produce both activation {nervousness, anxiet  agita-
jon, insomnia) and sedation (somnolence, asthenia). Approximately
'IEZ“E?-aatTEﬂts might be expected to report activation during acute

therapy with fluoxetine which was wnot present prior to therapy and
which could be attributed to fluoxetine (in trials, 38X of fluoxetine-

treated patients reported new activation but 19X of placebo-treated

patients also reported new activation yielding a dyfference ,%_
attributable to fluoxetine). Approximately 13X of patients mg

expected Lo report Sedattomrwith fluox which-could be
to the drug (in trials, 28% with fluoxef:
giving the 13%). Some patients repo
sedation .during therapy and are )

Tricyclics produce more seda ivatio 2 (vition can

occur. Approximateiy &3 of 1ght be Cted Treport
activation- during acute th tricycti mines) which was
not present prior to th 2 attrRjbuted to the

~ with placebo giving
xpected to report
jbuted to the drug (in

o 0 giving the 23%).

| JoXp” apggivation and sedation, as
do Tluoxetine patien ' X’ both percentages.

tricyclic (in trials,
the 4X). Approximat

sedation with tr }
1'.!"1 als, 37% m‘l:h

ricyclics and tricychics are
difference in activation

g» (19X vs. 4%) is greater than the
v 3%). Psychiatrists may focus more
sed to the values with placebo rate
fluoxetine and 22% tricyclic; sedation ~
clic. A climician 1s much less concerned
impact of the event on his patient. The
nce of these events will be reiative to past
ycian l1iking doxepin and/or amitriptyline with
and perhaps less actiyvating activity than the
' numbers above, wiil be especiailly 11ke1y to find
ference substantxal

ting rel

1

‘average
the 1

Sev stions may be helpful in presenting this information to
phys 1) Emphasize that discontinuation rates are low and
that ghest discontinuation rate is for the sedation associated

with tricyclics. 2) Encourage physicians to ungerstand th]fmeanungfuiﬂ
ness of subtracting the placebo rate from the drug associad

(this suggests the maximum real drug effect) anﬂ;§01nt ougﬁthat
these values are relatively Jow. 3) Deal! with the mixed group as a
truly unique group. o
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